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§861.7 Contents of standards.

Any performance standard estab-
lished under this part will include such
provisions as the Food and Drug Ad-
ministration determines are necessary
to provide reasonable assurance of the
safety and effectiveness of the device
or devices for which it is established.
Where necessary to provide such assur-
ance, a standard will address (but need
not be limited to):

(a) Performance characteristics of
the device;

(b) The design, construction, compo-
nents, ingredients, and properties of
the device, and its compatibility with
power systems and connections to such
systems;

(c) The manufacturing processes and
quality control procedures applicable
to the device;

(d) Testing of the device on either a
sample or a 100-percent basis by the
manufacturer, or, if it is determined
that no other more practical means are
available to the Food and Drug Admin-
istration to assure the conformity of
the device to the standard, providing
for testing by the Food and Drug Ad-
ministration or a third person to en-
sure that the device conforms to the
standard;

(e) The publication of the results of
each test or of certain tests of the de-
vice to show that the device conforms
to the portions of the standard for
which the test or tests were required;

(f) Manufacturers’ certification to
purchasers or to the Food and Drug Ad-
ministration that the device conforms
to the applicable performance stand-
ard;

(g) Restrictions on the sale and dis-
tribution of the device, but only to the
extent authorized under section 520(e)
of the act;

(h) The use, and the form and con-
tent, of labeling for the proper installa-
tion, maintenance, operation, and use
of the device. Among the provisions
that may be required in the labeling
are warnings; storage and transpor-
tation information; expiration dates;
the date and place of manufacture; the
results that may be expected if the de-
vice is used properly; the ranges of ac-
curacy of diagnostic information; in-
structions regarding the proper care of,
and the proper components, acces-
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sories, or other equipment to be used
with the device; and statements con-
cerning the appropriate patient popu-
lation, for example, a statement that
the device is considered safe and effec-
tive only when used by, or in the treat-
ment of, a patient who has been tested
by particular designated procedures
and found to have an illness or condi-
tion for which use of the device is indi-
cated by a person skilled in the use of
the device.

Subpart B—Procedures for Per-
formance Standards Develop-
ment and Publication

§861.20 Summary of standards devel-
opment process.

The procedure by which a perform-
ance standard for a device may be es-
tablished, amended, or revoked is as
follows:

(a) The Food and Drug Administra-
tion (FDA) will publish in the FEDERAL
REGISTER a notice of proposed rule-
making for the establishment, amend-
ment, or revocation of any perform-
ance standard for a device.

(1) A notice of proposed rulemaking
for the establishment or amendment of
a performance standard for a device
will:

(i) Set forth a finding, with sup-
porting justification, that the perform-
ance standard is appropriate and nec-
essary to provide reasonable assurance
of the safety and effectiveness of the
device;

(ii) Set forth proposed findings with
respect to the risk of illness or injury
that the performance standard is in-
tended to reduce or eliminate;

(iii) Invite interested persons to sub-
mit to the Food and Drug Administra-
tion, within 30 days of the publication
of the notice, requests for changes in
the classification of the device pursu-
ant to §860.132 of this chapter, based on
new information relevant to the classi-
fication; and

(iv) Invite interested persons to sub-
mit an existing performance standard
for the device, including a draft or pro-
posed performance standard, for con-
sideration by the Commissioner of
Food and Drugs.

(2) A notice of proposed rulemaking
for the revocation of a performance
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